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MATTER OF RECORD 

The cover sheet of the previous Office Action inadvertently indicated that the 
action was a Final Office Action. However, the body of the action did not indicate that 
the action was final and it was not processed as a final rejection in PALM or eDAN. The 
previous Office action was intended to be a non-final action. The examiner apologizes 
for any confusion. Applicant's Request for Reconsideration after Final Rejection has 
been entered (28 July 2009). 

Status of Application, Amendments and/or Claims 

The amendment and Applicant's arguments, filed 28 July 2009, have been 
entered in full. Claims 2-6, 9, 10, 14, 15, 20-33, 35, 36, 38-44, 48 and 49 are canceled. 
Claims 1, 7, 8, 11-13, 16-19, 34, 37, 45-47 are amended. Claims 1, 7, 8, 11-13, 16-19, 
34, 37, 45-47 are under examination. 

Withdrawn Objections And/Or Rejections 

The rejection to claims 20, 36 and 48 under 35 U.S.C. 112, second paragraph, 
as set forth at pages 3-4 of the previous Office Action (30 January 2009), is withdrawn 
in view of the amendment (filed 28 July 2009). 

The rejection to claim 44 under 35 U.S.C. 112, first paragraph, written 
description, new matter, as set forth at pages 4-5 of the previous Office Action (30 
January 2009), is withdrawn in view of the amendment (filed 28 July 2009). 
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The rejection to claims 7 and 19 under 35 U.S.C. 112, second paragraph, as set 
forth at pages 5-7 of the previous Office Action (30 January 2009), is withdrawn in view 
of the amendment (filed 28 July 2009). 

The rejection to claims 37, 45 and 47 under 35 U.S.C. 112, first paragraph, 
written description, new matter, as set forth at pages 7-9 of the previous Office Action 
(30 January 2009), is withdrawn in view of the amendment (filed 28 July 2009). 

The rejection to claim 47 under 35 U.S.C. 103(a) as being unpatentable over 
Skrabanja et al. in view of Filicori, as set forth at pages 14-15 of the previous Office 
Action (30 January 2009), is withdrawn in view of the amendment (filed 28 July 2009). 

Information Disclosure Statement 

Applicant states that they have previously made of record co-pending 
applications 11/898,470 andl 1/979,265, both of which are being examined by Examiner 
DeBerry. Applicant requests that the Office Actions issued in the co-pending 
applications be considered in the context of the instant application, including the Office 
Actions mailed August 26, 2008, and December 22, 2008, in 1 1/898,470, and the Office 
Action mailed February 13, 2009, in 11/979,265. 

In response to Applicant's request, all Office Actions and/or references which are 
listed on a 1449 and comply with the provisions of 37 CFR §§1.97 and 1.98 will be 
considered by the Examiner. The Examiner notes that the IDS submitted 22 September 
2008 in the instant application only lists Office Actions from 11/898,470 andl 1/979,265 
(3 Office Actions from application 10/452,926 and one Office Action from application 
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1 1/979,265). The Examiner cannot consider Office Actions and/or references which are 
not made of record (i.e. listed on a 1449). Lastly, Applicant must actually submit the 
copies of the Office Actions to be part of this record. 

Claim Rejections-35 USC § 102(b) 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 11-13, 19 remain rejected under 35 U.S.C. 102(b) as being anticipated 
by Filicori et al. (Fertility and Sterility, Vol. 72, No. 6, Dec. 1999). The basis for this 
rejection is set forth at pages 9-10 of the previous Office Action (30 January 2009). 

Applicant argues that claim 1 recites injectable formulations comprising a single 
composition (emphasis added) consisting essentially of specific amounts of FSH and 
hCG, in a pharmaceutically acceptable carrier. Applicant argues that Filicori does not 
disclose the use of a single composition comprising both FSH and hCG in specific 
amounts as claimed. Applicant argues that in regard to claims 34 and 46, Filicori 
discloses the use of Metrodin (urinary FSH) and Profasi (urinary hCG), which are 
separate (emphasis added) products, provided separately, and not as a single product, 
as claimed. Applicant argues that the claims 34 and 46 recite recombinant, which 
Filicori fails to disclose. 
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Applicant's arguments have been fully considered and are found partly 
persuasive. Newly amended claims 34, 45-47 now recite "recombinant". Filicori does 
not teach recombinant FSH and/or recombinant hCG and the rejection has been 
amended to reflect that. Applicant's other arguments are not found persuasive. The 
instant specification teaches that injectable formulations can be supplied as a product 
having pharmaceutical compositions containing either FSH or hCG suitable for 
administration separately or together. If administered separately, administration can be 
sequential. The product can be supplied in any appropriate package. For example, a 
product can contain a number of pre-filled syringes containing either FSH, hCG, or a 
combination of both FSH and hCG, the syringes package in a blister package or other 
means to maintain sterility (paragraph 0053). Claim 1 does not recite "single vial" or 
"single syringe". Indeed, claim 19 which depends from claim 1 recites, "an assemblage 
comprising a first vial and a second vial, each of said vials containing an injectable 
formulation according to claim 1..". Further, claims 34 and 46 both recite, a product 
comprising "a first pharmaceutical composition" and "a second pharmaceutical 
composition ". None of the claims recite single vial or single syringe combinations 
of FSH and hCG. The scientific reasoning and evidence as a whole indicates that the 
rejection should be maintained. 

Claims 1, 11, 13, 16 and 19 remain rejected under 35 U.S.C. 102(b) as being 
anticipated by Thompson et al. (Fertility and Sterility, Vol. 63, No. 2, Feb 1995). The 
basis for this rejection is set forth at page 10 of the previous Office Action (30 January 
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2009). Applicant incorporates their response to the rejection under 35 USC 102(b) as 
being anticipated by Filicori et al. above, in response to the instant rejection. Applicant 
argues that Thompson does not teach a single composition of both FSH and hCG as 
recited in claim 1 . 

Applicants arguments have been fully considered but are not found to be 
persuasive for the reasons discussed above in the maintained rejection under 35 
U.S.C. 102(b) as being anticipated by Filicori et al. The scientific reasoning and 
evidence as a whole indicates that the rejection should be maintained. 

Claims 1, 7, 8, 11, 13, 16 and 19 remain rejected under 35 U.S.C. 102(b) as 
being anticipated by Menezo (WO 03/022303 A2). The basis for this rejection is set 
forth at page 1 1 of the previous Office Action (30 January 2009). Applicant incorporates 
their response to the rejection under 35 USC 102(b) as being anticipated by Filicori et 
al. and Thompson above, in response to the instant rejection. Applicant argues that 
Menezo does not disclose a single pharmaceutical composition of both FSH and hCG. 
Applicant argues that Menezo teaches that FSH and hCG are administered at different 
time points and would not be combined together. 

Applicants arguments have been fully considered but are not found to be 
persuasive for the reasons discussed above in the maintained rejections under 35 
U.S.C. 102(b) as being anticipated by Filicori et al. and Thompson. Further, as was 
stated in the previous Office Action, Menezo teaches a kit comprising doses of FSH and 
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hCG. The scientific reasoning and evidence as a whole indicates that the rejection 
should be maintained. 

Claim 45 remains rejected under 35 U.S.C. 102(b) as being anticipated by 
Skrabanja et al. (US Patent No. 5,929,028). The basis for this rejection is set forth at 
page 12 of the previous Office Action (30 January 2009). Applicant argues that 
Skrabanja et al. do not disclose a single product comprising two different 
pharmaceutical compositions as recited in claim 45. Applicants arguments have been 
fully considered but are not found to be persuasive for the reasons discussed above in 
the maintained rejections under 35 U.S.C. 102(b) as being anticipated by Filicori et al., 
Thompson and Menezo. Further, as was stated in the previous Office Action, Skrabanja 
et al. teach gonadotropin-containing formulations comprising FSH or hCG or mixtures 
thereof . Skrabanja et al. teach FSH of 2-200 ug/ml. The scientific reasoning and 
evidence as a whole indicates that the rejection should be maintained. 

Claim Rejections-35 USC § 103(a) 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 17 and 18 remain rejected under 35 U.S.C. 103(a) as being unpatentable 
over Menezo (WO 03/022303 A2) as applied to claims 1 and 16, and further in view of 
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Skrabanja et al. (US Patent 5,929,028). The basis for this rejection is set forth at pages 
12-14 of the previous Office Action (30 January 2009). 

Applicant argues that Menezo does not disclose or suggest an injectable 
formulation comprising a single pharmaceutical composition of both FSH and hCG, let 
alone a single composition comprising FSH and hCG in the specific amounts recited in 
claim 1. Applicant argues that Skrabanja only discloses broad ranges of doses of each 
hormone, without any guidance that would lead the skilled artisan to the recited 
amounts. Applicant argues that combining Menezo with Skrabanja fails to suggest the 
present invention. Applicant argues that although Skrabanja indicates that FSH and 
hCG can be provided in a single composition, Menezo provides no reason for making a 
single preparation comprising both FSH and hCG in the same composition. Applicant 
argues that the claim compositions achieve results that are unexpected in view of 
Menezo and Skrabanja and that the claimed compositions are specifically designed to 
achieve ovulation induction without ovarian hyperstimulation. Applicant argues that in 
contrast, Menezo is specifically directed to methods for controlled ovarian 
hyperstimulation. Applicant argues that the skilled artisan would not expect from 
Menezo (or Skrabanja) that a composition as claimed could achieve ovulation induction 
without ovarian hyperstimulation. Applicant cites KSR. Applicant argues that the 
Supreme Court in KSR confirmed the significance of unexpected results to an obvious 
analysis, noting that combination that does no more that yield predictable results is 
indicative of obviousness. 
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Applicant's arguments have been fully considered but are not found persuasive. 
The Examiner has already addressed some of Applicant's arguments. As was stated 
above, the instant claims do not recite "single vial combinations of FSH and hCG" or 
"single syringe combinations of FSH and hCG". As was stated in the previous Office 
Action, Menezo teaches Ills of FSH and hCG that are cited in the instant claims. As 
was stated in the previous Office Action, Menezo teaches kits comprising both FSH and 
hCG. Menezo teaches liquid forms of FSH and hCG, but not liquid forms supplied in 
vials or cartridges. Skrabanja et al. teach liquid forms of FSH and hCG that are 
supplied in vials and cartridges. Because Menezo teaches the administration of FSH 
and hCG via injection (i.e. liquid form) and kits comprising FSH and hCG, it would be 
obvious to modify the kits to comprise FSH and hCG supplied in vials or cartridges. 
Applicant's arguments regarding unexpected or predictable results are not found 
persuasive because the instant claims are drawn to a formulation, which both Menezo 
and Skrabanja et al. teach. The instant claims are not drawn to a method of inducing 
ovulation without ovarian hyperstimulation. The scientific reasoning and evidence as a 
whole indicates that the rejection should be maintained. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory obviousness- 
type double patenting rejection is appropriate where the conflicting claims are not 
identical, but at least one examined application claim is not patentably distinct from the 
reference claim(s) because the examined application claim is either anticipated by, or 
would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 
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1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re 
Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 
164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 
(CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1, 7, 8, 11-13, 16-19 remain provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-16 
of copending Application No. 11/898,470. The basis for this rejection is set forth at 
pages 15-16 of the previous Office Action (30 January 2009). Applicant request that the 
rejection be held in abeyance, pending identification of otherwise allowable subject 
matter. The instant rejection is maintained for reasons of record. 



Claims 1, 7, 8, 11 and 13 remain provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claim 1 of 
copending Application No. 11/979,265. The basis for this rejection is set forth at 
pages 15-16 of the previous Office Action (30 January 2009). Applicant request that the 
rejection be held in abeyance, pending identification of otherwise allowable subject 
matter. The instant rejection is maintained for reasons of record. 



NEW CLAIM REJECTIONS/OBJECTIONS 
Claim Rejections-35 USC § 102(e) 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 34, 47 and 46 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Sharma et al., United States Patent Application Publication US 2003/0181361. 
Sharma et al. teach pharmaceutical formulations comprising therapeutic proteins and 
polymers (abstract and para 0001). Sharma et al. teach that due to recent advances in 
genetic and cell engineering technologies, proteins known to exhibit various actions in 
vivo are capable of production in large amounts for pharmaceutical applications (para 
0002). Sharma et al. teach that the invention provides a method to prepare aqueous 
sustain-release pharmaceutical formulations of therapeutic proteins for parenteral 
administration (para 0011). Sharma et al. teach protein expression and purification 
(0034). Sharma et al. teach formulations wherein the protein is selected from the group 
consisting of FSH and hCG (paras 0047, 0055 and claim 13). Sharma et al. teach that 
the formulation will contain about 1 ug/ml to about 2000 ug/ml of protein per formulation 
(para 0036). 



Claim Rejections-35 USC § 103(a) 
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The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 37 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sharma 
et al. as applied to claim 34 above, and further in view of Skrabanja et al. (reference of 
record; US Patent No. 5,929,028). The teachings of Sharma et al. are described above. 
Sharma et al. teach methods to prepare aqueous sustain-release pharmaceutical 
formulations of therapeutic proteins for parenteral administration comprising 
recombinant FSH and recombinant hCG. Sharma et al. does not teach formulations 
further comprising a syringe. 

Skrabanja et al. teach gonadotropin-containing formulations comprising FSH or 
hCG or mixtures thereof (abstract; column 3, lines 15-26; column 3, lines 59-65; column 
4, lines 22-30). Skrabanja et al. teach methods of admixing in an aqueous solution at 
least one gonadotropin (column 5, lines 62-67). Skrabanja et al. teach a device for 
administration comprising a cartridge containing a sterile liquid formulation according to 
the invention. Skrabanja et al. teach that a preferred device for administration is a pen- 
type injector. Skrabanja et al. state that using an injector with a suitable scale indication, 
the patient can simply inject each time the quantity needed, (column 6, line 56-column 
7, line 25). 

It would be obvious to one of skill in the art at the time the invention was made to 
modify the aqueous sustain-release pharmaceutical formulation of therapeutic proteins 
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for parenteral administration comprising recombinant FSH and recombinant hCG as 
taught by Sharma et al. by formulating it to further comprise an injection device (i.e. 
syringe) as taught by Skrabanja et al. with a reasonable expectation of success. The 
motivation and expected success is provided by Sharma and Skrabanja, who both 
teach aqueous formulations comprising recombinant FSH and recombinant hCG. 
Because Sharma et al. teach parenteral administration of FSH and hCG, it would be 
obvious to supply a device to inject the pharmaceutical. 

Conclusion 

No claims are allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Regina M. DeBerry whose telephone number is (571) 
272-0882. The examiner can normally be reached on 9:00 a.m. -6:30 p.m. If attempts 
to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Manjunath N. Rao can be reached on (571) 272-0939. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Marianne P. Allen/ 

Primary Examiner, Art Unit 1647 

/R. M. D.I 

Examiner, Art Unit 1647 
9/17/09 



